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STATE OF COLORADO
B i l l Owens, Governorj a n e E. N o r t o n , Executive Director
Dedicated (o protecting and Improving the health and environment of the people of Colorado
H A Z A R D O U S M A T E R I A L S A N D W A S T E M A N A G E M E N T D I V I S I O N
4300 Cherry C r e e k Dr. S. 222 S, 6th S t r e e t , Room 232Denver, C o l o r a d o 30246-1530 G r a n d J u n c t i o n , C o l o r a d o 81501-2768P h o n e ( 3 0 3 ) S 9 2 - 3 3 0 0 P h o n e ( 9 7 0 ) 248-71 64 of Public H e a l t hFax (303) 759-5355 Fax (970) 248-71 98 and Environment

October 5, 1999
Ms. Bonita L a v e l l e
EPA Region 8
999 18 th S t r e e t , S u i t e 500
Denver, CO 80202-2466
Re: D r a f t Qua l i ty Assurance Pro j e c t Plan (QAPP) for Vasquez B o u l e v a r d / I - 7 0 B i o a v a i l a b i l i t y o f

A r s e n i c in S i t e S o i l s U s i n g J u v e n i l e Swine a s an A n i m a l Model ( S e p t e m b e r 1999).
Dear Ms. L a v e l l e :

The C o l o r a d o Department of P u b l i c H e a l t h and Environment ( C D P H E ) has received and reviewed the
above-referenced document. As s ta t ed in our S e p t e m b e r 3 7, 1999 l e t t e r to you, C D P H B does not
endor s e the i m p l e m e n t a t i o n of th i s s t u d y without thorough e v a l u a t i o n and comment by our s t a f f and
other members of the V B I - 7 0 W o r k i n g Group. C o n s e q u e n t l y , we may not be ab l e to s u p p o r t the
r e su l t s of t h i s s tudy for use in the Baseline Risk Ass e s sment . You w i l l f i n d our comments at tached.
The state submit ted a prel iminary comment v ia email ( 9 / 7 / 9 9 ) request ing c lar i f i ca t i on o f EPA's
de c i s i on to e l i m i n a t e PAX as a test material f r o m the s tudy. In verbal comments to the s ta t e ( 6 / 9 / 9 9 ) ,
EPA had c o n s i d e r e d u s i n g a por t i on of the PAX s a m p l e for t h i s purpo s e . It may be h e l p f u l to
understand E P A ' s rat ionale f o r c o n s i d e r i n g i t i n i t i a l l y a n d then d e c i d i n g against i t .
P l e a s e do not he s i tate to contact me at ( 3 0 3 ) 692-3395 if you have any comments or ques t ions .
S i n c e r e l y ,

Barbara O ' G r a d y
S t a t e Proje c t Manager
cc: V B / I - 7 0 W o r k i n g Group
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S t a t e o f C o l o r a d o Comments
on the D r a f t Qual i ty Assurance Plan for Vasquez B o u l c v a r d / I - 7 ( L

Bioavailabil i ty o f Arsenic in S i t e S o i l s TJfrinfc J u v e n i l e Swine as aELAmmal M o d e l
f S e p t e m b e r 1999)

General Comment s
1. - For clarity, it would be h e l p f u l to add a description in the p r o j e c t p l a n of the proposed

phase s of the swine study. SOP #4 re f er s to growth curves determined in a Phase I s t u d y ,
but th i s phased approach is never described in the s tudy p r o t o c o l . A l s o , the statement on
page 16 in section Dl ("...Qualitative p r o f e s s i o n a l j udgement will be used to interpret the
re su l t s of the chemical and b i o l og i ca l data, c o l l e c t e d which is intended to be screening-
level preliminary data.,") is c on fu s ing . Does this i m p l y th i s p r o j e c t p l a n is d e s cr ib ing a
p i l o t s t udy or ini t ia l phase of t e s t ing only?

2. The stud)' design ca l l s for dosing test animals with three test materials and states (on page
11) that "...a memo documenting s p e c i f i c test materials will be prepared prior to
commencement of each study". It is important that all interested parties have an
understanding of how these test materials will be se lec ted. Because not much appears to
be known about how certain physical or chemical parameters such as grain size or
mineralogy may a f f e c t the kinet ic s of arsenic b i o a v a i l a b i l i t y , s e l e c t i o n of repre s entat ive
test mater ia l s w i l l be key to the u t i l i t y and a p p l i c a b i l i t y of the s tudy to site conditions.

3. Evaluation of the u t i l i t y of the swine model as a "p lau s i b l e surrogate for arsenic
ab sorp t i on in humans" would be gr ea t ly improved by analyzing for various arsenic
m e t a b o l i t e s (As+3, As+5 , DMA and M M A ) present in urine, rather than analyzing only
for to tal arsenic. A l t h o u g h the GI system of swine may be s imilar to humans, not much is
known about how metabo l i sm of arsenic compares in humans versus swine. Large
d i f f e r e n c e s in me thyla t i on capac i ty of d i f f e r e n t animal spec ie s have been wide ly
recognized, which raises a concern for po t en t i a l mis interpre tat ion of s t u d y r e su l t s based
on total arsenic data only. W h i l e spe c ia t ion would add somewhat to the analytical costs of
the s tudy, we believe it would greatly assist with the interpretation of the results and
lessen the uncertainty of a p p l y i n g these b i o a v a i l a b i l i t y e s t imate s to the V B - I 7 0
neighborhood.

S p e c i f i c C o m m e n t s
1. Page 7 - U n l e s s convincing in f ormat i on already exists about the d o s e - d e p e n d e n c e of

arsenic absorption in swine, DQO S t a g e 1 should include, as a primary Or secondary
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question, determination of whether arsenic ab sorpt ion is concentration-dependent. T h i s
may be p a r t i c u l a r l y important to the study of arsenic ab sorp t i on because of p o t e n t i a l
d i f f e r e n c e s in methylation capacity at high dose levels. Because the current study design
ut i l ize s analytical measures based only on total arsenic, it would not be p o s s i b l e to
d i s t i n g u i s h between s ign i f i cant d i f f e r e n c e s in excretion of inorganic As (re la t ive ly toxic
f o r m ) and other le s s toxic methylated f orms of arsenic (such as DMA or M M A ) .

2. Page 11- I d e a l l y , the do s ing range se lected should in c lude a lower dose, more typi ca l of
an actual, ant i c ipa t ed environmental exposure. A l s o , as d i s cu s s ed above in the previous
comment, the d o s i n g range selected should be adequate to determine if ab sorpt ion is dose
dependent .
SOP #2 - Check standards should be comparable to the range of concentrations being
used in this s tudy. The s tandards propo s ed represent on ly the lower end of the do s ing

4. SOP #9,- The l i s t of b io logi ca l sample s which will be c o l l e c t ed needs to be updated for
this study. The SOP currently states that b l o o d , tissue and bone will be c o l l e c t e d , rather
than urine and fecal matter.

5. The p r o j e c t p l a n needs to include an SOP for c o l l e c t i n g and analyzing f e ca l material.
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